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RFA-AI-22-037: Partnerships for Development of Vaccines Against Select Enteric Pathogens (R01 Clinical Trial Not Allowed)

Department of Health and Human Services

Part 1. Overview Information

Participating Organization(s)
National Institutes of Health (NIH (http://www.nih.gov))

Components of Participating Organizations
National Institute of Allergy and Infectious Diseases (NIAID (https:/www.niaid.nih.gov/))

~ Funding Opportunity Title T -
Partnerships for Development of Vaccines Against Select Enteric Pathogens
(RO1 Clinical Trial Not Allowed)

Activity Code

R01 (/grants.nih.gov/grants/funding/ac search resuits.htm?
text_curr=r01&Search.x=0&Search.y=0&Search Type=Activity) Research Project Grant

Announcement Type
New

Related Notices
None

" Funding Opportunity Announcement (FOA) Number
RFA-AI-22-037

~ Companion Funding Opportunity
None

" Assistance Listing Number(s)
93.855

Funding Opportunity Purpose
The purpose of this Funding Opportunity Announcement (FOA) is to solicit research applications focused on advancing
development of vaccine candidates against Enterotoxigenic Escherichia coli (ETEC), Saimonella enterica serotype
Paratyphi A, and two Shigella species, Shigella flexneri and Shigella sonnei.

Key Dates

Posted Date
May 10, 2022

" Open Date (Earliest Submission Date)
August 14, 2022

Letter of intent Due Date(s)
30 days prior to the application due date

; Application Due Dates 5 Review and Award Cycles

- - ! - N —

I |

| Renewal / ! !

i Resubmission ] Advisory

| / Revision (as | Sclentific Council Earliest Start |

{ New allowed) AIDS | Merit Review Review Date !

{ i ! : )
September 14,  Not Applicable Not Applicable ~ February 2023  May 2023 June 2023

2022

All applications are due by 5:00 PM local time of applicant organization.

Appli are d to apply early to allow adequate time to make any corrections to errors found in the application
PP g eq y

during the submission process by the due date.

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-037 .html
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Expliration Date
September 15, 2022

Due Dates for E.O. 12372
Not Applicable

Required Application Instructions
It is critical that applicants follow the instructions in the R rch (R) Instructions in the SF424 (R&R) Application Guide
(U/grants.nih,gov/grants/guide/ur] redirect.htm?id=12000), except where instructed to do otherwise (in this FOA or in a

Notice from NIH Guide for Grants and Contracts (//grants.nih,gov/grants/guide/)).
Conformance to all requirements (both in the Application Guide and the FOA) is required and strictly enforced. Applicants
must read and follow all applicati tions in the A tion Guide as well as any program-specific instructions
noted in Section IV. When the program-specific mstmohons deviate from those in the Application Guide, follow the
program-specific instructions.
Applleoﬂon.thltdonoteompiywmlmi-.... { may be delayed or not pted for
There are several options available to submit your application through Grants.gov to NIH and Department of Health and
Human Services partners. You must use one of these submission options to access the application forms for this
opportunity.

1. Use the NIH ASSIST system to prepare, submit and track your application online.

Apply Online Using ASSIST

2. Use an institutional system-b—system (SZS) solution to prepare and submit your application to Grants.gov and
A Comi X ns/) to track your application. Check with your institutional

offk:lals regam:ng avmlability

3.Use Qmmmmmm mm&gmmmmmm'mm
~ Workspace to prepare and submit your application and

e__t:ammgnummm.um gov/commons/} to track your apphcaﬁon

Table of Contents

Part 2. Full Text of Announcement

Section |. Funding Opportunity Description
Purpose

The purpose of this Funding Opportunity Announcement (FOA) is to solicit research applications for projects focused on
advancing development of vaccine candidates against Enterotoxigenic Escherichia coli (ETEC), Salmonella enterica
serotype Paratyphi A, and two Shige/la species, Shigella flexneri and Shigelia sonnei.

Background
The National Institutes of Health (NIH) and other agencies in the Department of Health and Human Services (DHHS)

rt d P of count: toptotoctlhomblwhomm!ecﬂomdiseamTheNah«nllmﬁMeoMkmy
mdlmmmobeases(NIAID)m““ d the P: hips program to support discovery, preciinical rch, product

development and eventual commercialization of candidate products that address specific pathogens/agents. This FOA
reflects priorities for further development of vaccines against select NIAID high priority Catagory B enteric bacteria
responsible for a high burden of diarrheal disease globally, specifically — ETEC, Salmonelia enterica serotype Paratyphi A,
Shigelia flexneri and Shigefia sonnei. These three genera of food- and water-borne bacterial pathogens significantly
impact public health and often lead to deleterious, lifelong consequences that negatively impact physical heaith and
cognitive development, especially for infants and children. Vacclnes are needed for primary prevention ol disease causod
by these high pfiomyontanc bacteria, and this FOA f on driven hto

candidates rd | studi Furthﬂs._ Vi amsmacnmmdalmoSmuMnumolmuuCemm

multi drug resmant (MDR) strains.

The World Health Organization (WHO) published the ET]
(MJWMMMMWMWM
escherichia-coli) in August 2021, and the Shigella vaccine PPC (https://www.who intpublications/i/item/9789240036741)
in November 2021. Thus, researchers have an opportunity to align their proposed projects with WHO PPCs.

Research Objectives, Goals, and Scope

Vaccines play a critical role in the primary prevention of infecti i The objective of this FOA is to support
milestone-driven preciinical research that will advance the development and/or production of candidate vaccine(s) for
these select enteric pathogens. The initiative will support development of candidate vaccines that target specific
pathogens and/or multivalent forms.

httsz/grants.nih.gov/grants/guidelrfa-ﬁleisFA-AI-22-037.html
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5/30/22, 11:07 AM RFA-AI-22-037: Partnerships for Development of Vaccines Against Select Enteric Pathogens (R01 Clinical Trial Not Allowed)
oo Development of candidate vaccines should begin with previously identified, well-characterized immunogens for lead
optimization and downselection. Projects are expected to include proof-of-concept studies in animal or three-dimensional
(3D) human-derived lissue models, preciinical evaluation, and, if warranted, process development and scale-up
production under cGMP to provide sufficient quantities for pre-clinical Food and Drug Administration (FDA)-required
animal model studies and early preclinical evaluations. Standard Investigational New Drug (IND)-enabling activities are
encouraged for advanced vaccine candidate(s.)

Each application must propose a late-stage research and development project whose goal is to advance an already
identified lead candidate(s) toward clinical studies. Proposod projects are not required to result in a “final* product, nor is it

necessary to prop pletion of the product d p up to the point of readiness for clinical trials or
validation within the time frame of the proiect. Applleellons that would significantly advance candidate product(s) toward
clinical or field useful are responsive and ged. Required industrial participation on applications from

academic institutions (see below) will facilitate appropriate and validated product development activities. Program
Director(s)/Principal Investigator(s) (PD(s)/Pi(s)) are strongly encouraged to obtain expertise in the areas of product
development planning and target product profile development in general, and regulatory matters in particular. Expertise
needed to fulfill project objectives may be included as defined effort or as periodic consuitation on specific issues.
Targeted product development efforts are encouraged to be conducted in close partnership with experienced vaccine
developers, nongovemnmental organizations, or industrial collaborators.

Specific areas of Research Interest

For all vaccine projects, approaches should ider the ultimate potential of a candidate vaccine to quickly induce safe
and protective responses in diverse domestic and international populations. Vaccine projects may include, but are not
limited to, one or more of the g product development activities:

« Innovative modifications to extend pathogen scope and/or efficacy, e.g., combination vaccines;
« Optimization of delivery platforms, antigen and adjuvant combinations/formulations;

« Comparison of vaccine candidate(s) to downselect candidates for further development;

« Lead vaccine candidate optimization;

Evaluation of efficacy in challenge models where appropriate animal models are available;
‘ » Optimization of dose and route of delivery in preclinical evaluations;

« Optimization of production methodology including p development;
Scale up and production of candidate vaccines including cGMP production;

Process development for the production of vaccine components, including Quality Assurance (QA)/Quality Control
. (QC), methods for product recovery, characterization, purification, identity, and stability;

"« Manufacturing under GLP or cGMP to produce quantities sufficient for preclinical and early clinical evaluations; and
Performing precilinical testing for safety, toxicity, and efficacy in animal models and other benchmarks required for
successful submission and review of an IND application by the FDA.

Industrial Participation

All projects submitted by academic institutions to this FOA must include substantive investment by at least one industry
participant. Forlhapulposeolmls FOA. *industry” is defined as a large or small, domestic or foreign, pharmaceutical,
biotechnology, b ineering, or ical company, or a related non-profit entity with an established track record in
produddovdoprmm. and 'abmnnﬁvemvostmem' is defined as a significant commitment of one or more resources to
the project including, but not limited to: project and product development guidance/support (consultation), personnel, in
kind contributions of materials and/or reagents (i.e., i tive biotechnology platforms, scale up of cGMP chemical
synthesis or production, etc.), provision of animal or other laboratory models for evaluation, subcontracts, data
mamqemem resources, regulatory support, or alterations/renovations of facilities or provision of equipment to address

For proj with itation-only i it, the industrial partner must commit a specific level of
effort (concomitant to stage of preclinical and/or product development activities) that is included in the requested budget.
Support for industrial partner activities may be included in the project budget. There Is no requirement for an academic
participant on applications submitted by industrial organizations.

Applications including the following will be considered non-responsive and will not be reviewed:

« Projects focusing on discovery-based studies, such as identification of new antigens.
« Projects lacking appropriate proof-of-concept data supporting the targeted immunogens or candidate vaccine(s).
« Projects from academic institutes that lack substantive investment by at least one industry participant.
. « Applications that focus on vaccine candidates for pathogens other than Enterotoxigenic Escherichia coli (ETEC),
Saimonella enterica serotype Paratyphi A, S. flexneri, or S. sonnei.
« Applications that propose clinical trial(s). While clinical development strategies may be included within an overall
project, this FOA will NOT support clinical trials.

See Section VIIl. Other Information for award authorities and regulations.

.

Section Il. Award Information

7Fundlag Instrument
Grant: A support mechanism providing money, property, or both to an eligible entity to carry out an approved project or

activity.

i e [
New
The QER Glossary (/grants.nih.gov/granis/guide/ur_redirect htm?id=11116) and the SF424 (R&R) Application Guide

provide details on these application types. Only those application types listed here are allowed for this FOA.

" Clinical Trial? o o -
Not Aliowed: Only accepting applications that do not propose clinical trials.

Need help determining whether you are doing a clinical trial? (hitps://grants.nih.gov/grants/guide/url_redirect.ntm?
id=82370)

Funds Available and Anticipated Number of Awards
NIAID intends to commit $ 5.2 million in FY 2023 to fund 4-6 awards.

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-037 .html 3/12




5/30/22, 11:07 AM RFA-AI-22-037: Partnerships for Development of Vaccines Against Select Enteric Pathogens (R01 Clinical Trial Not Allowed)

Award Budget

o

A budget for direct costs of up to $750,000 per year may be requested.

Award Project Period

The scope of the proposed project should determine the project period. The maximum project period is 5 years.

NIH grants policies as described in the NIH Grants Policy Statement (//grants.nih.gov/grants/guide/uri_redirect.htm?

id=11120) will apply to the applications submitted and awards made from this FOA.

Section lll. Eligibility Information

1. Eligible Applicants

Eligible Organizations
Higher Education Institutions

« Public/State Controlled Institutions of Higher Education
« Private Institutions of Higher Education

The following types of Higher Education Institutions are always encouraged to apply for NIH support as Public or

Private Institutions of Higher Education:

« Hispanic-serving Institutions

ot rically Black Colleges and Universities (HBCUs)
« Tribally Controlled Colleges and Universities (T CCUs)
« Alaska Native and Native Hawaiian Serving Institutions

« Asian American Native A

Pacific Islander Serving Institutions (AANAPISIs)

Nonprofits Other Than Institutions of Higher Education

« Nonprofits with 501(c)(3) IRS Status (Other than Institutions of Higher Education)
« Nonprofits without 501(c)(3) IRS Status (Other than Institutions of Higher Education)

For-Profit Organizations

+ Small Businesses

« For-Profit Organizations (Other than Small Businesses)

Local Govemments

» State Governments

« County Govemments

« City or Township Govemnments
« Special District Governments

Indian/Native American Tribal Governments (Federally Recognized)
« Indian/Native American Tribal Governments (Other than Federally Recognized)

Federal Government

- Eligible Agencies of the Federal Government

« U.S. Territory or Possession
Other
« Independent School Districts

« Public Housing Authorities/indian Housing Authorities
« Native American Tribal Organizations (other than Federally gnized tribal gove nts)
« Faith-based or Community-based Organizations

« Regional Organizations

« Non-domestic (non-U.S.) Entities (Foreign Institutions)

Foreign Institutions

Non-domestic (non-U.S.) Entities (Foreign Institutions) are eligible to apply.

Non-domestic (non-U.S.) components of U.S. Organizations are eligible to apply.

Required Registrations
Applicant organizations

Applicant organizations must complete and maintain the following registrations as described in the SF 424 (R&R)
Applicatbnsuldembeellwle'oapplybrorraeeivemawmlereqisﬁaﬁonsmﬂbewnplehdpdoﬂome
application being submitted. Registration can take 6 weeks or more, so applicants should begin the registration process
as soon as possible. The wﬂmmsmmmmmwmmmmmm
files/NOT-OD-15-039.htmi) states that failure to complete registrations in advance of a due date is not a valid reason for a

late submission.

. SWMAWMMMMMM-MMMW&W
maintain an active registration, which requires renewal at least annually. The renewal process may require as
much time as the initial registration. SAM registration inciudes the assignment of a C

Entity (CAGE) Code for domestic organizations which have not aiready been assigned a CAGE Code.

NATO Commercial and Govemment Entity (NCAGE) Code (//grants.nih.gov/grants/guide/url_redirect.htm?
id=11176) — Foreign organizations must obtain an NCAGE code (in lieu of a CAGE code) in order to register

in SAM.

o Unique Entity Identifier (UEI)- A UEI is issued as part of the SAM.gov registration process. SAM registrations
prior to fall 2021 were updated to include a UEL. For applications due on or after January 25, 2022, the UEI

ial and Go!

must be provided on the app

forms (e.g., FORMS-G); the same UE! must be used for all

registrations, as well as on the grant application.

« eRA Commons (https:/era.nih.gov/) - Once the unique organization identifier (UEI after April 2022) is established,
organizations can register with eRA Commons in tandem with completing their full SAM and Grants.gov
registrations; all registrations must be in place by time of submission. eéRA Commons requires organizations to

https://grants.nih.gov/grantslguidelrfa-ﬁleisFA—Al-22-037.html
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RFA-AI-22-037: Partnerships for Development of Vaccines Against Select Enteric Pathogens (R01 Clinical Trial Not Allowed)

identify at least one Signing Official (SO) and at least one Program Director/Principal Investigator (PD/P1) account -

in order to submit an application.
« Grants.gov (/grants.nih.gov/grants/guide/url_redirect.htm?id=82300) - Applicants must have an active SAM
registration in order to complete the Grants.gov registration.

Program Directors/Principal Investigators (PD(s)/Pi(s))

All PD(s)/PI(s) must have an eRA Commons account. PD(s)/PI{s) should work with their organizational officials to either
create a new account or to affiliate their existing account with the applicant organization in eRA Commons. if the PD/Pl is
also the organizational Signing Official, they must have two distinct eRA Commons accounts, one for each role. Obtaining
an eRA Commons account can take up to 2 weeks.

Eligible Individuals (Program Director/Principal Investigator)

Any individual(s) with the skills, knowledge, and resources necessary to carry out the proposed research as the Program
Director(s)/Principal Investigator(s) (PD(s)/Pi(s)) is invited to work with his/her organization to develop an application for
support. Individuals from underrepresented racial and ethnic groups as well as individuals with disabilities are always

anoouragedtoapplyfoerHsuppon See, e.g., Reminder: Notice of NIH's En g t of Applications Supp

Individuals from Underrep ted Ethnic and Racial Groups as well as Individuals with Duabdmes NQ]’;QD,ZZ_—O‘IQ
{htips://grants.nih.gov/grants/guide/notice-files/NOT-OD-22-019.htmi).

For institutions/organizations proposing multiple PDs/Pls, visit the Multiple Prog! Director/Principal | igator Policy
and submission details in the Senior/Key Person Profile (Expanded) Component of the SF424 (R&R) Application Guide.
2. Cost Sharing

This FOA does not require cost sharing as defined in the NIH Grants Policy Statement.
(//grants.nih.gov/grants/guide/ur!_redirect.htm?id=11126)

3. Additional Information on Eligibility
Number of Applications
Applicant organizations may submit more than one application, provided that each application is scientifically distinct.

The NIH will not accept duplicate or highly overlapping applications under review at the same time, per 2.3.7.4
Submission of Resubmission Application
(https://grants.nih.gov/grants/policy/nihgps/HTML5/section_2/2,3.7 policies affecting_applications.him#Submissi). This
means that the NiH will not accept:

« A new (AD) application that is submitted before issuance of the summary statement from the review of an
overlapping new (AO) or resubmission (A1) application.

= A resubmission (A1) application that is submitted before issuance of the summary statement from the review of the
previous new (AQ) application.

« An application that has substantial overlap with another application pending appeal of initial peer review (see
2.3.9.4 Similar, Essentially Identical. or Identical Applications

(https://grants.nih.gov/grants/policy/nihgps/HTMLS/section 2/2.3.9 application receipt_information and deadiines.htm#Similar.))

Section IV. Application and Submission Information
1. Requesting an Application Package

The application forms package specific to this opportunity must be accessed through ASSIST, Grants.gov Workspace
or an institutional system-to-system solution. Links to apply using ASSIST or Grants.gov Workspace are available in
Part 1 of this FOA. See your administrative office for instructions if you plan to use an institutional system-to-system
solution.

2. Content and Form of Application Submission

Itis critical that applicants follow the instructions in the Research (R) Instructions in the SF424 (R&R) Application Guide
{l/grants.nih.gov/grants/guide/url_redirect.ntm?id=12000) except where instructed in this funding opportunity
announcement to do otherwise. Conformance to the requirements in the Application Guide is required and strictly
enforced. Applications that are out of compliance with these instructions may be delayed or not accepted for review.

Letter of intent

Although a letter of intent is not required, is not binding, and does not enter into the review of a subsequent application,
the information that it contains allows IC staff lo estimate the potential review workload and plan the review.

By the date listed in Part 1. Overview Information, prospeeﬁveappﬁcm'samnkodtomnﬂi letter of intent that
includes the following information:
« Descriptive title of proposed activity
« Name(s), address(es), and telephone number(s) of the PD(s)/Pi(s)
« Names of other key personnel
« Participating Institution(s)
« Number and title of this funding opportunity
The letter of intent should be sent to:
Annie Walker-Abbey, Ph.D.
Telephone: 240-627-3390
Email: aabbey @ niaid.nih.gov (mailto:aabbey @ niaid.nih.gov)
Page Limitations
All page limitations described in the SF424 Application Guide and the Table of Page Limits
(/grants.nih.gov/grants/guide/url _redirecthtm?id=11133) must be followed. '
Instructions for Application Submission

The following section supplements the instructions found in the SF424 (R&R) Application Guide and should be used for
preparing an application to this FOA.

SF424(R&R) Cover
All instructions in the SF424 (R&R) Application Guide must be followed.

SF424(R&R) Project/Performance Site Locations
Al instructions in the SF424 (R&R) Application Guide must be followed.

https://igrants.nih.gov/grants/guide/rfa-files/RFA-AI-22-037.html
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SF424(R&R) Other Project Information

-

Al instructions in the SF424 (R&R) Application Guide must be foliowed, with the following additional instructions:

Other Attachments: Applicants are required to include a Product Development Strategy that includes both a “Milestones
and Timeline” and a “Product Development Plan” section. The Product Development Strategy attachment must be in pdf
format with a filename of “Product_Development_Strategy.pdf". Applications lacking a required section of the Product
Development Strategy section will be deemed incomplete and will not be reviewed.

The overall Product Development Strategy, made up of the "Milestones and Timeline® and the "Product Development Plan
sections,” is limited to 12 pages.

Milestones and Timeline: Applicants are required to provide detailed project performance and timeline objectives in a
section entitied “Milestones and Timeline.” This section must be no more than 5 pages and must include:

MMDovdoprncmthAppﬁmammqumdbprwm iled development plans in a

A clear description of all interim objectives ( h and/or developmental milestones) to be achieved during the
eoumofmepmiec!.Applicamsalsommtidenmymy'---; diments that could require a revision in the work plan
or milestones with a discussion of altemative approaches.

Detailed quantitative criteria by which milestone achi t will be d

A detailed schedule or timeline for the anticipated attainment of each milestone and the overall goal(s).

ion entitled “Product

DevdopmemPlarf.Thisucﬂonnwstbenomeman7pagesandmusthdude:

A statement of the intended use/indication of the proposed product and public health gap the product is intended to
fiill.

A statement of the value of the project, including lay descripti of key technology objectives, innovation, and
advantages compared to competing products, technologies, or services.

A clear description of the goal(s) of the project, including one (or more) intermediate products (tools), final
product(s) or stage(s) of product pment to be compl d during the award period. A specific final product
profile that is intended for licensing indication is not requested.

Additionally, the Product Development Plan must include descriptions pertaining to preclinical product development
activmespwainhglomepwdudproposod.Formepmposeofm FOA, “preclinical” is defined as all activities beyond
lead candidate identification.

Product Development Plans should summarize:

Thopoﬂmnoespedﬁcammmmmmmummvohmrlomvmirwnunologlcalbeneﬁt.
Adescdpﬁmolmocanddateproo\mocbadmunhwmweonﬁwmd.
Adescﬁpdwar\ddevebpmemﬂmmdmaumm,. duct rek and rization, including activity
and efficacy.

Dnuhalwpponv\echamctem\bnmdubcﬁondmunddau product for further development, Including a
summuyoidmmaldommtmtuofﬁcacyinlnvihomaysand/orhvlvomodeb!oroneormowwm
mm(s).mm:;mwwamwmmmonMdMMm,
stralnandmulo.andamionale!orihedmoiceofanmm\odel.pamogonmlonoo.malnandma.uweuasfor
wmmdonwomm:dmnhﬁonlhmmmmal' fecti xperiments were perf d under well-
controlled experimental conditions.
DiswssionswithFDA.Hw.MuemhvunwdevmmmtmwﬁesformeddaMpmmdow.

When appropriate, and as part of the Product Development Plan, applicants should document compliance with guidelines
that govern GLP, as defined by 21 CRF (58), and cGMP, as defined by 21 CRF (211), manufacturing and/or IND/IDE
enabling studies that will be performed mdermepm)ectawardasmeywouldbeapphbhtomnmlprod\mﬁcensm
inthe U.S.

SF424(R&R) Senior/Key Person Profile
All instructions in the SF424 (R&R) Application Guide must be foliowed.

R&R or Modular Budget
All instructions in the SF424 (R&R) Application Guide must be followed, with the following additional instructions:

For projects with consultation-only investment, the industrial partner must commit a specific level of effort (concomitant to
the stage of preciinical and/or product development activities) that is included in the requested budget. Support for
industrial partner activities may be included in the project budget.

R&R Subaward Budget
All instructions in the SF424 (R&R) Application Guide must be followed.

PHS 398 Cover Page Supplement
All instructions in the SF424 (R&R) Application Guide must be followed.

PHS 398 Research Plan
Al instructions in the SF424 (R&R) Application Guide must be d, with the fc g additional instructions:

Research Strategy: Applications must propose development of a candidate vaccine, including corresponding proof-of-
concept data demonstrating feasibility. Provide a rationale for the proposed vaccine based on stage of development. All
applications should include in the Research Strategy:

A clear description of how the project will significantly ady the development and/or production of a vaccine;
A clear description of the capabilities of the candidate vaccine;

A description of how the plan represents the best use of current or emerging logies and appropri

liab to achleve the project objectives;

Plans for determining the sensitivity, specificity and validation of the candidate vaccine.

Industry Participation: For applications from ic institutions, identify the industrial p r(s) and describe the
organization's participation and invesiment in the project. All applications submitted by academic institutions must
demonstrate substantive investment and participation in the project by at least one industry participant. There is no
reciprocal requirement for applicants from industrial organizations to include an academic partner.

Applications from academic institutions should include in the Research Strategy:

A clear descriplion of the role of the industrial partner(s) and iate particip and i in the proj
A clear description of how the project | ges industry invokh to lerate diagnostic platform
development.

Resource Sharing Plan: Individuals are required to comply with the instructions for the Resource Sharing Plans as
provided in the SF424 (R&R) Application Guide.

https:/lgrants.nih.govlgrantslguide/rfa-ﬁleisFA—AI-22«037.html
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The following modifications also apply: -
« All applications, regardiess of the amount of direct costs requested for any one year, should address a Data
Sharing Plan.

Appendix:

Only limited Appendix materials are allowed. Follow all instructions for the Appendix as described in the SF424 (R&R)
Application Guide.

PHS Human Subjects and Clinical Trials Information

When involving human subjects research, clinical research, and/or NiH-defined clinical trials (and when applicable, clinical
trials research experience) follow all instructions for the PHS Human Subjects and Clinical Trials Information form in the
SF424 (R&R) Application Guide, with the following additional instructions:

If you answered “Yes" to the question “Are Human Subjects Involved?” on the R&R Other Project Information form, you
must include at least one human subjects study record using the Study Record: PHS Human Subjects and Clinical
Trials Information form or Delayed Onset Study record.

Study Record: PHS Human Subjects and Clinical Trials information
All instructions in the SF424 (R&R) Application Guide must be followed.
Delayed Onset Study

Note: Delayed onset (htps:/grants.nih.gov/grants/glossary. ntm#DelayedOnsetStudy) does NOT apply to a study that can
be described but will not start immediately (i.e., delayed start).All instructions in the SF424 (R&R) Application Guide must
be followed.

PHS Assignment Request Form
All instructions in the SF424 (R&R) Application Guide must be followed.

Foreign Institutions

Foreign (non-U.S.) institutions must follow policies described in the NiH Grants Policy Statement
(U/grants.nih.gov/grants/guide/ur]_redirect htm?id=11137), and procedures for foreign institutions described throughout the
SF424 (R&R) Application Guide.

3. Unique Egltlty Identifier and System for vAward Management (SAM)

See Part 1. Section IIl.1 for information regarding the requirement for obtaining a unique entity identifier and for
completing and maintaining active registrations in System for Award Management (SAM), NATO Commercial and
Government Entity (NCAGE) Code (if applicable), eéRA Commons, and Grants.gov

4. Submission Dates and Times

Part I, Overview Information contains information about Key Dates and times. Applicants are encouraged to submit
applications before the due date to ensure they have time to make any application corrections that might be necessary for
successful submission. When a submission date falls on a weekend or Federal holiday

(https://grants.nih.gov/grants/guide/ud _redirecthtmi?id=82380), the application deadline is automatically extended to the
next business day.

Organizations must submit applications to Grants.gov (//grants.nih.gov/grants/guide/uri_redirect.htm?id=11128) (the
online portal to find and apply for grants across all Federal agencies). Applicants must then complete the submission
process by tracking the status of the application in the gRA Commons (/grants.nih.gov/grants/guide/url redirect.htm?
id=11123), NIH's electronic system for grants administration. NiH and Grants.gov systems check the appllcauonlqalmt
many of the application instructions upon submission. Errors must be corrected and a chang d/ ion must
be submitted to Grants.gov on or before the application due date and time. HaChunedICorrectedapplunonis
submitted after the deadline, the application will be considered late. Applications that miss the due date and time are
subjected to the NIH Policy on Late Application Submission.

Applicants are responsible for viewing their application before the due date in the eRA Ci to ensure te and
successful submission.

Information on the submission process and a definition of on-time submission are provided in the SF424 (R&R)
Application Guide.

5. Intergovernmental Review (E.O. 12372)

This Inmlﬂvo is not subject to mmummum.

6. Funding Restrictions
All NIH awards are subject to the terms and conditions, cost principles, and other considerations described in the NIH

Grants Policy Statement (/grants.nih.gov/grants/quide/ur!_redirect.htm?id=11120).

Pre-award costs are allowable only as described in the NIH Grants Policy Statement
{{{grants,nih.gov/grants/guide/url redirect.im?id=11143).

7. Other Submission Requirements and Information
Applications must be submitted electronically following the instructions described in the SF424 (R&R) Application Guide.
Paper applications will not be accepted.

Applicants must complete all required registrations before the application due date. Section 1l Eligibility Information
contains information about registration.

For assistance with youreloctmnlc anpﬁcnﬂon or for more information on the electronic submission process, visit How 1o

§ { : . If you encounter a system
lssuo beyond youf oonbol that threatons your ablllty to oomplete the submisslon proeus on-time, you must follow the
Dealing with System Issues (https:/grants.nih.gov/grants/how-to-apply-application-guide/due-dates-and-submission-
policies/dealing-with-system-issues.htm) guidance. For mlstanca with application submission, contact the Application
Submission Contacts in Section VII.

Important reminders:
All PD(s)/PI(s) must include their eRA Commons ID in the Credential fieldof the Senior/Key Person Profile form.
Fallure to register in the Commons and to include a valid PD/PI C s (D in the credential field will prevent the

successful submission of an electronic appumuon to NIH. See Section Il of this FOA for information on registration
requirements.

hitps://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-037 .htm|
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number used in the organization’s profile in the eRA Commons and for the System for Award Management. Additional

information may be found in the SF424 (R&R) Application Guide.
See more tips (//grants.nih.gov/grants/guide/uri_redirect htm?id=11146) for avoiding common errors.

Upon receipt, applications will be evaluated for completeness and compliance with application instructions by the Center

for Scientific Review and responsiveness by components of participating organizations, NIH. Applications that are
incomplete, non-compliant and/or nonresponsi will not be reviewed.

Post Submission Materials
Applicants are required to follow the instructions for post-submission materials, as described in the policy

(grants.nih, govigrants/quide/url_redirect htm?id=82299). Any instructions provided here are in addition to the instructions

in the policy.

Section V. Application Review Information

1. Criteria

Only the review criteria described below will be considered in the review process. Applications submitted to the NIH in
support of the NIH mission (/grants.nih.gov/grants/quide/uri_redirect htm?id=11149) are evaluated for scientific and
technical merit through the NIH peer review system.

Overall Impact
Reviumsvw’lprovidoanmrallwmmetomﬂedmeirmsmdmelmmmmpmpdbma
sustained, powerful influence on the h field(s) involved, in consi 1 of the ing review criteria and
additional review criteria (as applicable for the project proposed).

Scored Review Criteria

Rwiowcrswiueonsidorewhdmgrmwaﬂmbdowinmodotennhuionolmnﬁﬂcmorﬂ.nndginlsapumtam
for each. An application does not need to be strong Inaﬂcategodesmbeiudgodﬂke&ytohavema}oudemlﬁcimpact For

example, a project that by its nature is not inr ive may be tial to ady a field.
Significance
Doesmaprolodaddmssanimpommnmuomoracﬂﬂcalbarﬁermpmminmﬁold?lsmepﬁotmoudnhat

serves as the key support for the proposed project rigorous? If the aims of the project are achieved, how will scientific

knowledge, technical capability, and/or clinical practice be imp d? How will sful completion of the aims

change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?

Specific to this FOA

lslhisproiectlikatymsignlﬁcanﬂyadvancemedeveloprnomdaandidamvaeche against one or more of the select

pathogens identified in this initiative?
Investigator(s)

Are the PD(s)/PI(s), collaborators, and other researchers well suited to the project? If Early Stage Investigators or
moseIntheeaﬂymgesdi\dependemumm.dom”hawapwopfmeexpeﬂmamm&tq?Nmbllsnod.
hm\hsydqnotmeodanorigdngneordofaoeomplishnonlsﬂmthavaadnncedﬁ;eirﬂdd(s)? If the project is

collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership

approach, governance and organizational structure appropriate for the project?
Specific to this FOA

For

.

apy

of proposed obj ?
Innovation
Does the application challenge and seek to shift current h or clinical practice paradigms by utilizing novel
theoretical concepts, approaches or methodologies, instrumentation, or interventions? Are the concepts, approaches
or methodologies, ir ion, or inter jons novel to one field of research or novel in a broad sense? Is a
refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation,
or interventions proposed?
Approach
Are the Il strategy, methodology, and ly well: d and appropriate to plish the specific aims of

mapro}ect?Havemehvesugalorslndudodphmtoaddmweammshtherigorolpdorresearchmtservesu

the key support for the proposed project? Have the investigators presented strategies to ensure a robust and
unbiased approach, as appropriate for the work proposed? Are potential pr blems, alternative strategles, and
benchmarks for success presented? If the project is in the eady stages of development, will the strategy establish
feasibility and will particularly risky aspects be managed? Have the investigators presented adequate plans to
address relevant biological variables, such as sex, for studies in vertebrate animals or human subjects?

If the project involves human subjects and/or NIH-defi clinical are the plans to address 1) the protection
Mhumanwoasmmraseamhrisks.andz)m(oraxdmim)dlndlvldmlsonlhomhotuxlgonder. race,

and ethnicity, as well as the inclusion or exclusion of individuals of all ages (including children and older adults),
justified in terms of the scientific goals and h strategy proposed?

Specific to this FOA

Is the research and development plan supported by strong proof-of-concept data that is appropriate for the candidate

vaccine(s) and targeted pathogen(s)?
Environment

Will the scientific environment in which the work will be done contribute to the probability of success? Are the
institutional support, equipment and other physical resources available to the ir g for the proj
proposed? Will the project benefit from unique features of the scientific environment, subject populations, or
collaborative arrangements?

Additional Review Criteria

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-037.html

from academic institutions, does the applicant describe the substantive investment and participation
in the project of an industry participant? Will the industrial participation facilitate candidate product development and

RFA-AI-22-037: Partnerships for Development of Vaccines Against Select Enteric Pathogens (R01 Clinical Trial Not Allowed)
The applicant organization must ensure that the unique entity identifier ('UEI) provided on the application is the same !
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- < -

» As applicable for the project proposed, revi will evaluate the following additional items while determining scientific
v’ and technical merit, and in providing an overall impact score, but will not give separate scores for these items.

Product Development Strategy

Is the Product Development Strategy well ived and appropriate for the proposed countermeasure category? Are
the Milestones and Timelines proposed to achieve the goals of the project appropriate and feasible? Does the
applicant propose quantitative criteria by which the milestones achi t will be d and are the criteria
relevant for ing the proposed product devel t? Is the proposed Product Development Plan feasible and

appropriate for proposed and future product development?
Protections for Human Subjects

For research that involves human subjects but does not involve one of the gories of research that are exempt
under 45 CFR Part 46, the committee will evaluate the justification for involvement of human subjects and the
proposed protections from research risk relating to their participation according to the following five review criteria: 1)
risk to subj 2) ad of protection against risks, 3) p ial benefits to the subjects and others, 4) importance

of the knowledge lo be gained, and 5) data and safety monitoring for clinical trials.

For research that involves human subjects and meets the criteria for one or more of the categories of research that
are exempt under 45 CFR Part 48, the committee will evaluate: 1) the justification for the exemption, 2) human
subjects invol and ch teristics, and 3) sources of materials. For additional information on review of the
Human Subjects section, please refer to the Guidelines for the Review of Human Subjects
(//grants.nih.gov/grants/guide/url_redirect.htm?id=11175).

Inclusion of Women, Minorities, and Individuals Across the Lifespan

When the proposed project involves human subjects and/or NiH-defined clinical research, the commitiee will evaiuate

the proposed plans for the inclusion {or exclusion) of individuals on the basis of sex/g race, and icity, as
well as the inclusion (or exclusion) of individuals of all ages (including children and older adults) to determine if it is
justified in terms of the scientific goals and d stratsqy proposed. For :ddlhoml information on review of the
Inclusion section, please refer to the Guideline : Inclusig al Re

. (agmmmmmmmw_rmn.mmnﬂ)
Vertebrate Animals
The committee will evaluate the invoh of live vertebrate animals as part of the scientific assessment according
to the following criteria: (1) description of proposed proced involving animals, including species, strains, ages,

sex, and total number to be used; (2) justifications for the use of animals versus alternative models and for the

appropriateness of the species proposed; (3) interventions to minimize discomfort, distress, pain and injury; and (4)

justification for euthanasia method if NOT consistent with the AVMA Guidelines for the Euth ia of Animals.

Reviewaers will assess the use of chimpanzees as they would any other application proposing the use of vertebrate

mmals Foradcinunlhfonnanononmiewow\evmmAnimdssm please refer to the Worksheet for
iew © e Animal Section (/grants.nih.gov/grants/quide/uri_redirect.htm?id=11150).

Revi will vhether materials or p di proposed are p ially h dous to h personnel

Resubmissions
Not Applicable
Renewals

Not Applicable
Revisions

Not Applicable

‘ Additional Review Considerations
As applicable for the project proposed, mvbworsmllcondderead:oﬂhetollowingnoms.bulwﬁnotghesoomsfor
these items, and should not consider them in providing an overall impact score.

Applications from Foreign Organizations
Reviewers will assess whether the wo]ectpfosenmspeclalopponmmesformmﬂngwehpmgramsmmughm

use of unusual talent, r popul or envi tal conditions that exist in other countries and either are
not readily available in the United States or augment existing U.S. resources.
Select Agent Research

Reviewers will assess the information provided in this section of the application, including 1) the Select Agent(s) to be
used in the proposed research, 2) the registration status of all entities where Select Agent(s) will be used, 3) the
procedures that will be used to monitor possession use and transfer of Select Agent(s), and 4) plans for appropriate
biosafety, biocontainment, and security of the Select Agent(s).

Resource Sharing Plans

Reviewers will comment on whether the following Resource Sharing Plans, or the rationale for not sharing the
following types of resources, are reasonable: (1) Data Sharing Plan (/grants.nih,gov/grants/guide/ud_redirect.htm?
ig=11151); (2) Sharing Model Organisms (htips://grants.nih.gov/grants/policy/model_organism/); and (3) Genomic
Data Sharing Plan (GDS) (https:/fosp.od.nih.gov/scientific-sharing/policies).

Authentication of Key Biological and/or Chemical Resources:

For projects involving key biological and/or chemical resources, reviewers will comment on the brief plans proposed
for identifying and ensuring the validity of those resources.

Budget and Period of Support

Reviewers will consider whether the budget and the requested period of support are fully justified and reasonable in
to the prop h.

2. Review and Selection Process

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-037.html 9/12
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Applications will be evaluated for scientific and technical merit by (an) appropriate Scientific Review Group(s) convened
by the National Institute of Allergy and Infectious Diseases (NIAID), in accordance with NIH peer review policy and
procedures (//grants.nih.gov/grants/guide/url_redirect.htm?id=11154), using the stated review criteria

(MMW&WMM&Z@M@M@@J&L&@@%

Assignment to a Scientific Review Gréup will be shown in the eéRA Commons.
As part of the scientific peer review, all applications will receive a written critique.

Applications may undergo a selection process in which only those applications deemed to have the highest scientific and
technical merit (generally the top half of applications under review) will be discussed and assigned an overall impact
score.

AWW&MOMMMMMM&HDM_@MM
initial peer review will not be accepted for applications submitted in response to this FOA.

Applications will be assigned to the appropriate NIH Institute or Center. Applications will compete for available funds with

all other recommended applications submitted in response to this FOA. Following initial peer review, recommended

appﬁcahonswmrocmvoaseoondlevalotrwnewbymemuonal Advisory Aliergy and Infectious Diseases Council.. The
ing will be considered in g funding decisions:

« Scientific and technical merit of the proposed project as determined by scientific peer review.
« Availability of funds.
« Relevance of the proposed project to program priorities.

3. Anticipated Announcement and Award Dates

After the peer review of the application is completed, the PD/PI will be able to access his or her Summary Statement

(written critique) via the eRA Commons (//grants.nih.gov/grants/guide/ur_redirect.htm?id=11123). Refer to Part 1 for
dates for peer review, advisory council review, and earliest start date.

Information regarding mdspodﬁmdawﬁcaﬂmshwdlmbhmwgmm
(https://grants.nih.gov/policy/nihgpsfindex.htm).
Section VI. Award Administration Information

1. Award Notices

If the application is under cons-domﬁm for funding, NIH will request |ust-m-ﬁme information from the applicant as
described in the Wﬂm@umwmm&omwmm_
time_procedures.htm).

A formal notification in the form of a Notice of Award (NoA) will be provided to the appli for sful
applications. ThoNoAslgnedbylhogmmsmaugemonloﬁw:sﬂwaumoﬂztngdemdmlbesmlvlaomﬁto
the recipient's business official.

Recipients must comply with any funding restrictions described in Section IV.5. Funding Restrictions. Selection of an
appliahonlormrdlsnolanauﬂ\onnnomobeglnpodommco Any costs incurred before receipt of the NoA are at the
ractplanrsnsk.meseoosumaybereinbusodonlytoiheoxtmlconﬂdomdaﬂowablepmrdcoﬂs

AnyawiuﬁonmrdodnrwpmsotomisFOAmllboswhdbmsmdmimmdmmmmM

MMMMWam&MMMM) website. This
includes any recent legisiation and policy applicable to awards that is highlighted on this website.

Institutional Review Board or Independent Ethics Committee Approval: Recipient institutions must ensure that protocols
are reviewed by their IRB or IEC. To help ensure the safely of participants enrolled in NiH-funded studies, the recipient
mustprovideNIHcopicsofdocummsrelatedtoallmajorehmgeshmemofonoohg protocols.

2. Administrative and National Policy Requirements

All NIH grant and cooperative agr ds include the NIH Grants Policy Statement
mMMammmm&UJ&umndmmmmmmmm see the NiH
Grants Policy. i )

s, Subpart A: General

ifa
undnflheawardmstxb)eamupwvislaumedlyinoﬂwtuimpbmmtoddurhghapododdmemm.mhm
Department regulations and policies in effect at the time of the award, and applicable statutory provisions.

Should the appli ization st sfully compete for an award, recipients of federal financia! assistance (FFA) from
HHSmustadmhlﬂevthelr, gr in comp with federal civil rights laws that prohibit discrimination on the basis of
race, color, national origin, disability, age and, msomocweumstanm religion, conscience, and sex {including gender
identity , sexual orientation, and preg y). This includ: g prog are ible to p with limited
English proficiency and persons with disabiliies. The HHS Office for Civil Rights provides guidance on complying with civil
rights laws enforced by HHS. Please see https:/www.hhs.gov/civil-tights/lor-providers/provider-obligations/index.htm!
(https/Awvaw.hhs. gov/civil-rights/for-providers/provider-obligations/index.htmi) and https:/www.hhs gov/civil-rights/for-
individuals/nondiscrimination/index.html (nttps:/Awww,hhs.gov/civil-rights/for-individuals/nondiscrimination/index,htmi)

tis ful and ives a Notice of Award, in accepting the award, the reciplent agrees that any activities

HHS g thatr h proj are often ﬁmtled in scope for many reasons that are nondiscriminatory, such as the
principal investigator’s scientific funding itment req its, and other considerations. Thus,
criteria in research protocols that target or exclude certain populations are d where discriminatory

justifications establish that such criteria are appropriate with raspect to the health or safety of the subjects, the scientific
study design, or the purpose of the research. For additional guidance regarding how the provisions apply to NIH grant
programs, please contact the Scientific/Research Contact that is identified in Section VIi under Agency Contacts of this
FOA.

« Recipients of FFA must ensure that their programs are accessible to persons with limited English proficiency. For
guidance on meeting the legal obligation to take reasonable steps to ensure meaningful access to programs or
activities by limited English proficient individuals see hitps://www.hhs.gov/civil-rightsffor-individuals/special-

https:/lgrants.nih.gov/grantslguide/rfa-ﬁleisFA—Al-ZZ-OS?.hlml

» e
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, topicsAimited-english-proficiencyfact-shest-guidancs/index.hlm (htps:Jiwwe.hhs. goviciviLighisfor:
" individuals/special-topics/limited-english-proficiency/fact-sheet-guidancefindex.html)and hitps:/www.lep.gov
: (https://www.lep.gov/).

For information on an institution's specific legal obligations for serving qualified individuals with disabilities,
including ble acc dations and making services accessible lo them, see
hitp://www.hhs.gov/ocr/civilrights/understanding/disability/index.html
(http:/www.hhs.goviocr/civilrights/understanding/disability/index.html).

HHS funded health and education programs must be administered in an environment free of sexual harassment,
see hitps:/www.hhs.gov/civil-ights/for-individuals/sex-discrimination/index.htmi (https:/Awww.hhs.gov/civil-
rights/for-individuals/sex-discrimination/index.html). For information about NiH's commitment to supporting a safe
and respectful work environment, who to contact with questions or concems, and what NiH's expectations are for
institutions and the individuals supported on NiH-funded awards, please see
hitps://grants.nih.gov/grants/policy/harassment.him (https://grants.nih.gov/grants/policy/harassment.htm).

For guidance on administering programs in compliance with applx:aﬂe federal conscience pmlecnon and
associated anti-discrimination laws see hitps.//www.hhs.g X onscience i X
(BMMMWC‘OMO'WMDWM) and
https://www.hhs,gov/conscience/religious-freedom/index.html (https://www.hhs.gov/conscience/religious-
freedom/index.himi).

Please contact the HHS Office for Civil Rights for more information about obligaﬂons and prohibitions under federal civil
rights laws at hitps:/www.hhs. : je |
us/index.himi) or call 1-800-368-1019 orTDD 1-800-537-7697

In accordance with the statutory provisions contained in Section 872 of the Duncan Hunter National Defense Authorization
Act of Fiscal Year 2009 (Public Law 110-417), NIH awards will be subject to the Federal Awardee Performance and
Integrity Information System (FAPIIS) requirements. FAPIIS requires Federal award making officials to review and
consider information about an applicant in the designated integrity and performance system (currently FAPIIS) prior to
making an award. An applicant, at its option, may review information in the designated integrity and perf Ce Sy

. accessible through FAPIIS and comment on any information about itself that a Federal agency previously entered and is

currently in FAPIIS. The Federal awarding agency will consider any comments by the applicant, in addition to other
information in FAPIIS, in making a judgement about the applicant’s integrity, business ethics, and record of performance
under Federal awards when completing the review of risk posed by applicants as described in 45 CFR Part 75.205 and 2
CFR Part 200.206 “Federal awarding agency review of risk posed by applicants.” This provision will apply to all NIH grants
and cooperative agreements except fellowships.

Cooperative Agreement Terms and Conditions of Award
Not Applicable
3. Reporting

When multiple years are involved, recipients will be required to submit the Research Performance Progress Report
(RPPR)_(//grants.nih.gov/grants/rppr/index.htm) annually and financial statements as required in the NiH Grants Policy
Statement. (https://grants.nih.gov/grants/policy/nihgps/HTMLS/section 8/8.4.1_reporting.htm)

A final RPPR, invention statement, and the expenditure data portion of the Federal Financial Report are required for
doseoulolnnawam udmrbedhmemu_gmnmmmemem

i section_8/8.8 closeout.htm). NiH FOAs outline intended research
goals and objectives. Post award, NIleroviowandmeuunpodomaneebmdonmdemtsandouwomosmlava
shared within the RPPR, as described at 45 CFR Part 75.301 and 2 CFR Part 200.301.

The Federal Funding Accountability and Transparency Act of 2006 (Transparency Act), inciudes a requirement for
recipients of Federal grants to report information about first-tier subawards and executive compensation under Federal
assistance awards issued in FY2011 or later. All recipients of applicable NiH grants and cooperative agreements are
required 1o report to the Federal Subaward Reporting System (FSRS) available at www.fsrs.gov

ummmmmmmmn_mmmm“mmmow See the NIH Grants Policy
i for additional information on this reporting

In accordance with the regulatory requirements provvdedal45CFH75 113 and Appendix Xii to 45 CFR Part 75,
recipients that have currently active Federal grants, coop and p it contracts from all Federal
awarding agencies with a cumulative total value greater than $10, 000 000 for any period of time during the period of
performance of a Federal award, must report and maintain the currency of information reported in the System for Award
Management (SAM) about civil, criminal, and administrative proceedings in connection with the award or performance of a
Federal award that reached final disposition within the most recent five-year period. The recipient must also make
semiannual disclosures regarding such proceedings. Proceedings information wilt be made publicly available in the
designated integrity and performance system (currently FAPIIS). This is a statutory requirement under section 872 of
Public Law 110-417, as amended (41 U.S.C. 2313). As required by section 3010 of Public Law 111-212, all information
posted in the designated Integrity and performance system on or after April 15, 2011, except past performance reviews
required for Federal procurement contracts, will be publicly available. Full rep rting requi nts and p dures are
found in Appendix X!l to 45 CFR Part 75 — Award Term and Conditions for Recipient Integrity and Performance Matters.

Section VII. Agency Contacts

We encourage inquiries conceming this funding opportunity and welcome the opportunity to answer questions from
potential applicants.

Application Submission Contacts

eRA Service Desk (Questions regarding ASSIST, eRA Commons, application errors and warnings, documenting
system problems that threaten submission by the due date, and post-submission issues)

Finding Help Online: hitp://grants.nih.gov/support/ (//grants.nih.gov/support/) (preferred method of contact) .
Telephone: 301-402-7469 or 866-504-9552 (Toll Free)

General Grants Information (Questions regarding application instructions, application processes, and NIH grant
resources)

Email: Grantsinfo@nih.gov (mailto;Grantsinfo @nih.gov) (preferred method of contact)

Telephone: 301-945-7573

Grants.gov Customer Support (Questions regarding Grants.gov registration and Workspace)
Contact Center Telephone: 800-518-4726

Emait: suppont @ grants.goy (mailto:support @grants.gov)
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Scientific/Research Contact(s) .
Melody Mills, PhD

National Institute of Allergy and Infectious Diseases (NIAID)

Telephone: 240-507-9576

Email: milism @ niaid.nih.gov (mailto:millsm@niaid.nih.gov)

Peer Review Contact(s)

Annie Walker-Abbey, Ph.D.

National Institute of Allergy and Infectious Diseases (NIAID)
Telephone: 240-627-3390

Email: aabbey@niaid.nih.gov (mailto:aabbey@niaid.nih.gov)

Financial/Grants Management Contact(s)
Vandhana Khurana

National Institute of Allergy and Infectious Diseases (NIAID)
Telephone: 240-669-2966

Email: khuranav@niaid.nih.gov (mailto:khuranav @niaid.nih.gov)

Section VIII. Other Information

Recently issued trans-NIH policy notices (//grants.nih.gov/grants/guide/url_redirect.htm?id=11163) may affect your
application submission. A full list of policy notices published by NIH is provided in the NIH Guide for Grants and Contracts
(/lgrants.nih.gov/grants/guide/url_redirect.htm?id=11164). All awards are subject to the terms and conditions, cost
principles, and other considerations described in the NIH Grants Policy Statement
(//grants.nih.govigrants/quide/uri_redirect tm?id=11120).

Authority and Regulations
Awards are made under the authorization of Sections 301 and 405 of the Public Health Service Act as amended (42 USC
241 and 284) and under Federal Regulations 42 CFR Part 52 and 45 CFR Part 75.

Weekly TOC for this Announcement (/grants/quide/Weeklyindex.cfm?05-13-22)
NIH Funding Opportunities and Notices (/grants/guide/index.himi)

NI ) National Institutes of Health (grantsicer.ntm)

Office of Extramural Research

) Department of Health
and Human Services (HHS)

ﬁ&‘.\.:ggl.. Ahttp:/iwww.usa.gov/)

—
{ @mmmm
NIH... Turning Discovery Into Health®

Note: For help accessing PDF, RTF, MS Word, Excel, PowerPoint, Audio or Video files, see Help Downloading Files
(/grants/edocs.htm).
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